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Other Federd Employees:.

Dr. C. R. Buchanan, Deputy Director for Dentistry, Department of Veterans Affairs,
Washington, D.C.

Dr. Bruce Dye, Nationa Center for Hedth Statistics, Centers for Disease Control and Prevention

Dr. Fred Eichmiller, Director, Paffenbarger Research Center of the ADA Health Foundation, National
Ingtitute of Science and Technology, Department of Commerce, Gaithersburg, MD

Cpt. Gary Kaplovitz, Dentd Officer, U.S. Coast Guard
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OPEN PORTION OF THE MEETING

l. CALL TO ORDER

Dr. Lawrence Tabak caled the meeting to order. He welcomed all attendees and asked them to
introduce themselves. Dr. Tabak introduced and welcomed three new members of the Council: Drs.
Ray Fonseca, Howard Kuramitsu, and Linda Niessen. The agenda for the meeting focused on
NIDCR's research portfolio in infectious diseases and immunity.

1. REPORT OF THE DIRECTOR

Dr. Tabak highlighted severd items from the written Report of the Director (see Attachment [11). He
noted fird that the Indtitute is deeply saddened by the recent deeths of two staff members: Ms.
Kimberly Webb, datisticd asssant, Craniofacid Epidemiology and Genetics Branch, Divison of
Intramura Research (DIR), and Dr. David Barmes, specid expert for internationa health, Office of
Internationa Hedlth.

Reporting on the budget, Dr. Tabak said that NIDCR has received a budget of gpproximately
$306.2 million for fiscal year (FY) 2001. This budget, which represents a 13.8 percent increase over
FY 2000, will dlow the Indtitute to restore some funding cuts on extramura awards. Because of
continuing obligations, the Inditute will continue to determine levels of support on a grant-by-grant
bas's, as guided by priorities assgned during peer review. For firg-time investigators, newly
supported by the NIDCR, the Indtitute is committed to maintaining the budgets recommended by the
study sections.

With the concurrence of the Council, the NIDCR is changing the funding level and digibility
requirements for the RO3 program to provide awards up to $100,000 over a 2-year period and to
limit digibility to new investigators. To enhance future program flexihbility, the NIDCR will impose a
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moratorium on PO1 gpplications. All noncompeting commitments to current grantees will continue, as
indicated in their notice of award, but no unsolicited applications for new (type 1) PO1s will be
accepted after February 1, 2001; no renewal applications (type 2) for PO1s ending by September
30, 2002, will be accepted after June 1, 2001; and PO1s that terminate on or after October 1, 2002,
will not be reviewed. Because of the uncertainty of future budgets, Dr. Tabak encouraged individua
investigators participating in a PO1 award to submit RO1 applications for support in case their
competing continuations are not funded. He emphasized that NIDCR gtaff will work closaly with the
extramural community to facilitate use of mechanisms supporting interdisciplinary research and to help
identify mechanisms supporting unique national core resources.

Dr. Tabak noted that the Ingtitute is committed to researching problems unique to NIDCR (e.g.,
caries, periodontal diseases, ord and pharyngeal cancers, chronic disabling diseases, complex ora
hedlth problems of specid-needs patients). In addition, the Ingtitute is proceeding with efforts related
to hedlth digparities and is committed to supporting science and research training in this area at the
highest level. A revised NIDCR grategic plan for reducing health disparities will be available soon on
the NIDCR home page, and the Indtitute has established an NIDCR committee to oversee dl
Ingtitute activitiesin this area.

In closing, Dr. Tabak noted that the NIH is establishing a Nationd Indtitute of Biomedica Imaging
and Bioengineering, based on legidation provided by Congress. Dr. Tabak serves on the task force
that is developing the scope of this new inditute.

Discusson

Dr. Jay Gershen, Executive Vice Chancellor, University of Colorado Hedlth Science Center,
Boulder, noted that the University of Colorado recently received $250 million, the largest gift ever
given to a public universty, for research on cognitive disabilities.  The gift, from Claudiaand Bill
Coleman, who isthe founder of Sun Microsystems, will be used to support interdisciplinary research
on the entire range of cognitive disabilities. Dr. Gershen noted thet the university looks forward to
leveraging these funds with the NIH, including the NIDCR.

1. APPROVAL OF MINUTES

The minutes of the Council's meeting on September 21-22, 2000, were consdered and unanimoudy
approved.



IV.  FUTURE COUNCIL MEETING DATES
The following dates for future Council meetings were confirmed:

June 12-13, 2001
September 24-25, 2001

January 28-29, 2002
June 10-11, 2002
September 26-27, 2002

V. OVERVIEW OF NIDCR'S INFECTIOUS DISEASES AND IMMUNITY RESEARCH
PORTFOLIO

Dr. J. Ricardo Martinez, Director, Divison of Extramura Research (DER), NIDCR, presented a brief
overview of infectious diseases and immunity programs within NIDCR. He noted that ord infectious
diseases continue to be amgor public hedth problem in the United States and that research on orad
biology, including immunology and immunity, is an important component of NIDCR's extramurd and
intramurd portfolio. In FY 2000, infectious diseases and immunity was the largest component of the
extramurd portfolio, accounting for approximately $45.6 million, which supported 169 awards, or about
31 percent of al extramural research project grants (RPGS).

Dividon of Extramurd Research

Dr. Dennis F. Mangan, Chief, Infectious Diseases and Immunity Branch, DER, described the godls,
programs, awards, and categories of research supported by DER in infectious diseases and immunity. The
branch's gods and responsbilities are to identify the best areas of science and the researchers and to
provide the necessary resources for the research and the oversight on the use of these resources. The
portfolio can be categorized into five areas. microbia ecology, AIDS, immunology, systemic diseases, and
microbia genomics. Each area encompasses severd research directions. Research on diagnosis,
prevention, and trestment of oral infectious diseases is common to al areas, and the sciencein eech area
overlaps and isrelevant to other areas.

Elaborating on NIDCR's support of research in microbia genomics, Dr. Mangan noted two major
initiatives. NIDCR-supported extramura researchers are completing the sequencing of genes for principa
bacterid pathogensin the ord cavity (Porphyromonas gingivalis, Treponema denticola, Streptococcus
mutans, Actinobacillus actinomycetemcomitans, S. sanguis, and Candida albicans), which will be
achieved in 2001-03. In addition, by 2002, researchers will have incomplete sequences of the genes for
gx other organisms, which will aso be made available to the public.

6



In FY 2000, the branch supported atota of 239 awards (including RPGs), a a cost of approximately $53
million. Approximately two-thirds of this support (~140 awards, $36 million) was for noncompeting
awards, and approximately one-third (~90 awards, $17 million) was for new and competing awvardsin FY
2000. Awardsin the microbid ecology, AIDS, and immunology areas comprised the bulk of the branch's
activity in FY 2000. The major disease categories were periodontitis (which received about $34 millionin
funding), AIDS (~$17.5 million), caries (~$17.2 million), and biofilm (plague) (~$12.2 million).

Approximately 15 different mechanisms of support were utilized to support the research. Most awards (59
percent) were investigator-initiated (R01) RPGs. Other mechanisms supported smal grants, meetings,
developmentd research, new investigators, cooperative agreements, program projects, two
Comprehensive Centers of Research, smal business awards, training of international scientists, contracts,
and an interagency agreement with the Department of Energy to develop a web-based, user-friendly
microbia genome database. Approximately 3.2 percent of the branch's funds supported 32 internationa
awards, to foreign scientigs, U.S. scientigts or ingtitutions engaged in internationa collaborations.

In addition to the branch's program, other DER branches support research relevant to infectious diseases
and immunity. In FY 2000, these branches made 24 awards for behaviora and clinical research, tissue
engineering, and studies of chronic or neoplastic diseases. The NIDCR aso collaborates extensively
acrossthe NIH. In FY 2000, the NIDCR was designated the primary or secondary indtitute for 35
awards, cogting approximately $2.35 million.

In dosing, Dr. Mangan highlighted opportunities for future research on infectious diseases and immunity:
microbid ecology (especidly biofilms), AIDS (ord transmission), immunity (mucosd vaccines, innate
recognition), systemic disease (clinica intervention, ora-systemic effects), and genomics (functiona
genomics).

Divison of Intramurd Research

Dr. Henning Birkedd-Hansen, Scientific Director, NIDCR, and Director, DIR, shared some thoughts and
philosophies about the intramura program in infectious diseases and immunity. He noted three mgjor
reasons for the Inditutés interest in this research area: caries and periodontal disease, which were the basis
for establishing the Ingtitute in 1948, and AIDS, beginning about 1981. The relevant research disciplines
indude microbiology, mucosd immunity, and mineral chemistry and metabolism, which has yidded the
most progress and benefit during the past 50 years through research on dentd fluorosis and the caries-
protective effect of fluorides.

Dr. Birkedal-Hansen noted that the current understanding of caries and periodontal disease isbased on a
40-year-old paradigm to which bits of information have been added over the years. Contrary to most
other diseases, dental caries and periodontal disease can be treasted and prevented even though many of
the details of the diseases are not understood. It isknown that caries involves the interaction of
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microorganiams, diet, and host factors and istransmissblein animas. Caries may be caused in
experimenta animas by severd different microorganiams, is likely caused in humans by lactobacilli and
streptococci, and can be prevented by applying fluoride and/or removing the biofilm. With respect to
periodontal disease, it is known that the course of gingivitis and periodontitis can be modified by removing
the biofilm. The disease course for both caries and periodontal disease varies widely among individuads,
which suggests that the host's response strongly influences the development of these diseases. Much
progress has been made, and researchers are now seeking additiona information to vaidete, or
overthrow, the existing paradigms.

With respect to the microbiology of other infectious diseases, intramura researchers are focusing on
virology studies of AIDS and herpes smplex and are studying streptococca genetics and metabolism and
anaerobic microbiology. Inhumord, cdlular, and mucosa immunity researchers are focusing on vaccines,
inflammeatory cell responses, and cytokines and growth factors. FHuoride continues to be the focus of
gtudies of minerd chemigtry and metabolism.

Dr. Birkedal-Hansen noted the intramura |eaders who have advanced the understanding of infectious
diseases and immunity over theyears. Currently, Dr. Sharon Wahl directs DIR's Ord Infection and
Immunity Program, which congsts of eight independent investigators with their own research groups. Dr.
Birkeda-Hansen briefly described the program's five research areasin FY 2001: mucosa immunity,
microbia toxins, streptococcd carbohydrate metabolism, biofilm, and virology. He highlighted two broad
aress of particular promise for the future: biofilm and microbid-hogt interactions. In closing, he noted that
one never knows where the next discovery will come from and that research for denta caries and
periodonta diseases may shift the long-standing paradigms.

Discusson

In response to questions from the Council, Dr. Birkedal- Hansen noted that the NIDCR has one mission,
which underpins both the DER and DIR programs, and that the two programs utilize different funding
mechanisms to accomplish this misson. The gods of reducing and diminating dentd cariesand

periodontal disease are the same asin 1948. To achieve these gods, broad thinking and research on basic
underlying processes are essential. Dr. Birkedal- Hansen emphasized that solutionsto loca problems are
often global. In the quest for answers, intramurd researchers collaborate extensively with colleaguesin
other NIH ingtitutes and centers (1Cs) and the extramura community. These collaborations are described
in a booklet which DIR prepares and distributes each year.

VI. AN UPDATE ON MECHANISMS OF AIDS TRANSMISSION

Dr. Ruth M. Ruprecht, Professor of Medicine, Harvard Medica School, Boston, Massachusetts, and a
current NIDCR grantee, presented an overview of research on mechanisms of ord AIDS virus
transmisson. She focused on two topics: host issues, and virusissues. Regarding host issues, the three

8



key research questions have been: (1) At what age does oral transmission of HIVV/AIDS occur, and are
neonetes, infants, and adults equaly susceptible to HIV infection after oral exposure to the virus? (2)
What igare) the Ste(s) of vird entry after ord inoculation, and whét is the role of mucosd lesonsin the
ord cavity or the upper gastrointestinal tract mucosa? And, (3) how does the virus cross intact mucosa?

Dr. Ruprecht summarized current research to answer these questions, describing studies of the smian
immunodeficiency virus (SIV), the human HIV pathogen, and a chimeric virus (SHIV) combining SIV and
HIV which can be grown and replicated in monkey cdlls. She reported data from nonhuman primate
gudies and from human studies, including research in her laboratory which led to development of a
successful primate modd (rhesus monkeys) for studying prevention of ord virus transmission and for
testing vaccines and antibodies againgt HIV infections.

Dr. Ruprecht noted that monkeys of al ages are susceptible to SV and/or SHIV infection by the ord
route and that ord transmission of these viruses has been documented in a number of studies conducted in
the United States and Europe. Further, in the absence of mucosal lesions, the oral mucosais easer for the
virus to traverse than the rectal mucosa.

In humans, the Situation is more difficult to dissect. Studies clearly show that HIV can be transmitted oraly
from mothersto infants by breestfeeding. Intrapartum HIV transmisson may aso involve the ord route,
and epidemiologica evidence and case reports implicate the ord route of HIV transmission for adults (i.e,
through unprotected ord sex). Epidemiological or experimental evidence implicates two Stes of vira entry
after ord exposure: the ord mucosa and thetongls. Sdlivais known to contain substances that inhibit
HIV; however, dthough thereislittle or no evidence for ord transmission of HIV from the sdiva of an
infected person, the inhibitory substances in the sdiva are not sufficient to protect uninfected individuas
from entry of the virus after oral exposure.

Regarding virusissuesin ora transmission, Dr. Ruprecht noted four key research questions:

(1) Does ord exposure to HIV-infected cdls, rather than cdll-free virus, result in sysemic infection?
(2) Are virus strains with certain co-receptor use (tropism) (i.e., apredilection to replicate in elther
macrophages or T cells) more infectious after oral exposure than others? (3) How infectiousisthe ord
route compared to other mucosa or intravenous routes for different virus strains? And, (4) doesthe
mucosain the upper gastrointestingl tract act as a bottleneck to permit preferentia passage of certain
quasi- pecies when uncloned virusisinoculated? Dr. Ruprecht reported that initial studies in nonhuman
primates suggest that cdll-free virus is the most important mode of infection ordly and thet certain virus
drains might be more infectious than others after ord exposure.

VIl.  MICROBIAL BIODIVERSITY

Dr. David Relman, Assistant Professor of Microbiology and Immunology and of Medicine, Stanford
Univeraty, Pdo Alto, Cdifornia, and an NIDCR grantee, spoke on microbid diversity and ord hedth. He
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noted that this broad area of research offers many more questions than answers and is an exciting field of
study with significant unredlized potentid that is atracting awide variety of investigators. He presented an
overview of microbid diverdty in generd and then commented specificaly on ord ecology, hedth, and
disease and important areas for further research.

Dr. Relman emphasized that a significant number of humanassociated microbes, some of which may be
important causes of both disease and hedlth, remain uncharacterized. Over the past 2+ billion years, three
separate lineages of cdlular life have emerged in the "tree of life" (rRNA sequences): bacteria, archaes,

and eucarya. The bacterid world done includes at least 40 divisons of life, each of which isasdiverse as
the entire anima kingdom. Only seven of the divisons are known to contain pathogens, and four of these
account for approximately 90 percent of dl known cultivated organisms. The vast mgority of the bacterid
world has not been cultivated. Further, the world of archaea, the largest and most diverse group of celular
life on earth, is virtudly unexplored regarding its potentia to cause disease.

Y t, the benefits to the host of the human commensal floraare enormous. Among the benefits dready
attributed to these flora are vitamin production, food degradation, resistance to colonization by outside
organisms, and maturation and function of the gastrointestingl tract and immune system.

New methods and technologies now make it possible to study these functions and actions in greeter detall.

Dr. Reman noted that application of the DNA polymerase chain reaction (PCR) technique has
revolutionized understanding of microbid diversty. Using this technique, scientists can obtain and grow
DNA sequences directly, to andyze and infer the phylogeny of putative organisms and then to design
gpecific probes for certain bacteria. Clinica comparison with conventiond methods of cultivation showed
that the PCR approach detected approximately 90 percent of the previoudy unrecognized bacteria (versus
about 17 percent) in asample from an individua with mild gingivitis. Use of quantitative hybridization
methods further alows researchers to quantify different bacteria groups within human flora and to assess
variability, which can be substantid, over time and among different hosts. More efficient quantification
methods, such as a high-dengty hybridization format (microarray), are needed to tailor and conduct
intendve surveys of dinica samples.

Dr. Reman noted severa ongoing studies using these techniques to probe uncultivated divisions of bacteria
that may be important in the ora cavity. Thus, the diversity of known, and potentidly clinicaly reevant,
microbesis expanding. Dr. Relman suggested, from an ecologicad perspective, that a complexity of genes
and microbes may be involved in specific dinica problems (e.g., gingivitis, glossitis, gphthous ulcers)
associated with a disrupted ecosystem of ord microbes. In addition, PCR studies suggest bacteridl DNA
may be found in the bloodstream of hedlthy people. Dr. Reiman noted that a growing group of
investigators in ecology are intrigued by the evenness and richness of diversity between different individuals
at different Sites over time and by the effects of perturbations on the human ecosystem.

Some of the interesting questions are: What is the structure of an optima human endogenous microbid
ecosystem and does this promote and maintain human hedth? |Is there decreased diversity in settings of
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disease such as periodontitis? Does the mouth conform to the "intermediate disturbance hypothesis' (i.e,
low microbid diversty at low and high levels of physicd disturbance, and maxima diversity at intermediate
levels of disturbance)? Do organisms adapted for different Stes (e.g., in the mouth) compete with each
other? Can successful strategies for maintaining ora hedlth be predicted based on smple ecological
principles?

Other aspects of the microbia ecology of the commensal florarelevant to ord hedth and disease include
gpatia arrangements and physiologicd activity of the floraand the host response. For example, what are
the physiologicd properties of specific organisms and do they contribute to maintaining the ord
ecosystemn? Researchers are using techniques such as PCR, in situ fluorescence hybridization, and
autoradiography to explore such questions. Also, with genetic and informatics techniques and the
availability of the human genome sequence, researchers can develop detailed expression profilesto
understand and predict a host's response to specific flora. The advantages for clinica prediction (eg., of
periodontitis) are Sgnificant.

Dr. Rdman concluded that Strategies and gpproaches are now available which, in combination with an
interdisciplinary perspective, could revolutionize understanding of the function, activity, and interaction of
microbes with themsdlves and with the host. This knowledge could ultimately lead to new gpproachesto
treating and preventing disease.

VIIl. MUCOSAL SUSCEPTIBILITY AND RESISTANCE TO HIV

Dr. Sharon M. Wahl, Chief, Ord Infection and Immunity Branch, DIR, NIDCR, addressed one research
areain the branch's program, mucosal immunity and HIV/AIDS. Focusing specificaly on mechanisms of
resstance, Dr. Wahl noted that 90 percent of al infections begin at the mucosa membrane and that
mucosal immunity is not atrivid concern because the mucosd immune system is the largest immune system
in the body. She dso noted that none of the mechanisms of resistance are impermesble. HIV isno
exception. Most HIV infections occur at the mucosa membrane and, each day, an estimated 16,000
individuals are newly infected worldwide. The rates of infection by mucosa contact continue to increase
for women, and particularly, minority women. Research on the mechanisms of infection and resistance to
infection is essentid.

Dr. Wahl summarized four areas of NIDCR research: mucosa susceptibility, materna-infant transmission,
transmission through breastfeeding, and HIV activity inthetonsls. To address potentid differencesin
mucosa susceptibility to HIV, the NIDCR is collaborating in the Women's Interagency HIV Study.
NIDCR researchers have undertaken three studies in sequence, to compare HIV-1 RNA in the blood
with two mucosa compartments (the genita tract and the ord cavity), examine parameters (antiretrovira
therapy, presence of co-pathogens, host defense) affecting differentia expresson of HIV in the three
compartments (blood, genitdl tract, ord cavity), and determine the correspondence of infectious HIV in the
compartments. The studies of blood and mucosa samples taken from HIV-positive women show that
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HIV-1 RNA leves, the effect of the parameters, and the presence of infectious HIV were distinctly
different among the three compartments.

Dr. Wahl noted that the findings indicate that the mucosal compartments represent a unique
microenvironment. In contrast to blood, the mucosa compartments show HIV RNA, but minima
detection of infectious HIV; a potentialy profound influence of co-pathogens (e.g., Candida albicans,
cytomegdovirus, Epstein-Barr Virus, papilloma virus, trichomonas); distinct levels of innate host defense
molecules (secretory leukocyte protease inhibitor, or SLPI, and thrombospondin); and a specific loca
immune response. In addition, in some cases, the mucosd Sites may be potentid vird reservoirs protected
from thergpy. She noted that additional analysis of these potentia reservoirs is needed to define other
parameters that may affect the infectious nature of HIV.

Studies of maternd-infant transmission are being conducted in collaboration with extramurd researchersin
the United States and South Africa. Dr. Wahl noted that vertica transmission of HIV isaserious world
hedlth problem. The World Health Organization estimates that 1.5 million children are currently infected
with HIV and that this number may increase tenfold in the next decade. Under some circumstances, up to
50 percent of children born to HIV-infected mothers become infected with HIV. Inasmdl study
comparing pregnant women who were HIV-sero- negative and HIV-positive and their infants after birth,
andyses showed that SLPI levels were Sgnificantly lower in the vagina mucosa of mothers who
transmitted HIV to their infants. Dr. Wahl noted that this clue to the importance of innate factors needsto
be confirmed in larger sudies.

In a collaborative study of HIV transmisson through breastfeeding, conducted in Burkina Faso, NIDCR
researchers are comparing postnatd levels of potentia antiviral molecules (SLPI and thrombospondin) in
samples of sdiva and mature breast milk from HIV-negative and HIV-postive women who did and did
not transmit HIV to their infants. The results thus far show that SLP! levels are very low and do not
gpproach threshold levels for antivird activity in mature breast milk samples regardless of the women's
HIV or transmisson status, whereas SLPI levels are high enough in the sdivato inhibit HIV; the converse
results were found for thrombospondin. Interestingly, colostrum showed very high SLPI levels,
comparable or higher than in saliva, dthough breast milk showed no significant SLPI after afew weeks.
High leves of other antiviral molecules (thrombospondin, HIV antibodies, chemokines) were dso found in
colostrum, indicating that there may be atrangent period of neonatal protection against HIV. Dr. Wahl
suggested that researchers may be able to define awindow of time when breastfeeding affords lessrisk of
transmission and may eventually be able to enhance or extend the expression of inhibitors to continue
protection.

She noted further that these findings, and those reported earlier by Dr. Ruprecht (see section VI above),

demondtrate that the mucosamay be both a primary and a secondary site of HIV infection. Tonslls, with
their fascinating mucosd architecture, share this capability. NIDCR researchers created an in vitro model
to study the susceptibility of tondl cdls, from HIV sero-negdive individuas, to HIV. Thein vitro sudies
show that the cells are highly sendtive to HIV, much more so than are cells from peripherd blood. The
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researchers are continuing the studies to identify susceptibility factors (e.g., interleuking, transforming
growth factor-beta, interferon) in tons cdls, to help define potential mechanisms for intervention.

In clogng, Dr. Wah! noted thet the ultimate god of al this research isto prevent transmission of HIV and
to identify opportunities for intervention, including behaviord modification, and education. Toward this
god, the NIDCR will continue to explore potentia innate and adaptive immune factors that affect
transmission.

IX. NIH NATIONAL CENTER ON MINORITY HEALTH AND
HEALTH DISPARITIES

Dr. John Ruffin, Director, Nationd Center for Minority Health and Hedlth Disparities (NCMHHD), NIH,
described the role and future activities of thisnew NIH center, which was established on November 22,
2000, in accordance with The Minority Hedlth and Hedlth Disparities Research and Education Act of
2000. The center replaces the previous NIH Office of Research on Minority Health (ORMH), which was
aso headed by Dr. Ruffin.

The legidation identifies three purposes for the NCMHHD: "...to conduct and support research and
training, disseminate researchbased hedlth information, and develop other programs with respect to
minority hedth conditions and other populations with hedlth disparities” The legidation also stipulates that
the center director has responsibility for coordinating al research conducted or supported by the NIH on
minority heglth disparities and other hedlth disparities and that the director will chair atrans-NIH task force
to develop a comprehensive plan and budget within the next 12 months for al NIH-supported research on
minority and other hedth priorities. Dr. Ruffin noted that the existing NIH drategic plan in this area will
serve as the foundation for this effort and that the public comment period on this plan has been extended.

The legidation further stipulates that the center will promote coordination and collaboration among the ICs
and will provide funds for the awarding of peer-reviewed grants for innovative projects that address high-
priority areas of minority hedlth research. Dr. Ruffin noted that the center, in contrast to the ORMH, will
have grant-making authority, but will continue to view itsdf as an extension of the other 1Cs and seek
partnerships with these components. The legidation aso provides for an advisory council to advise the
center director, identification and support of centers of excellence in research and training, establishment of
aresearch endowment program to support the centers, and initiation of a new extramurd loan repayment

program.

The legidation includes stringent eva uation and reporting requirements. For the Congress, the center must
prepare an annud report of activities, a 5-year evauation of the center's effect on disparity research,
planning, and coordination at the NIH; and areport that recommends methodologies for determining the
extent of NIH's resources dedicated to minority hedth and hedlth disparities.
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The center dso will work closely with other agencies (e.g., Agency for Hedth Care Research and Qudlity,
Hedlth Resources and Services Administration) and the National Academy of Sciences on studies and
efforts related to hedlth disparity populations. These populations are defined in the legidation as
populations with *...a gnificant digparity in the overdl rate of disease incidence, prevaence, morbidity,
mortality, or surviva rates...as compared to the hedth status of the generd population.” Dr. Ruffin noted
that hedlth disparities exist among populations of al races and ethnicities and that, in contrast to the
ORMH, the new center will focus on al medicaly underserved populations. Hedth disparitiesresearchis
defined in the legidation as "basic, dinica, and behaviora research on hedlth disparity populations,
including individua members and communities of such populations that relates to hedlth disparities,
including the causes of such disparities and methods to prevent, diagnose, and treet such disparities.”

Dr. Ruffin emphasized that exigting financid commitments and ongoing initiatives previoudy established
between the ORMH and other NIH components will continue and that IC programs will not be transferred
to the new center. In coordination with the ICs, the center is reviewing al programs to determine the best
adminigrative dte for them and possible expansion of support. The center also will continue its broad
consultative process, involving |Cs and the extramura research and education communities, to develop
research priorities. Overdl prioritieswill remain the same asin the ORMH: incluson of minoritiesin
biomedica research, collaborative research programs between mgjority and minority ingtitutions,
expansion of research training opportunities for hedth care professonas, increased utilization of NIH
minority research supplements, increased competitiveness of minority research, and development of a
coordinated research and training information system.

In dlosng, Dr. Ruffin noted that the evolution from an office to a center has not changed the core misson,
but has provided more tools for fulfilling thismisson. The center will continue to place avery high vaue on
its partnerships with the NIDCR and other |Cs and does not anticipate Sgnificant changesin this
interaction. For FY 2001, the NCMHHD has a budget of approximatedly $130 million, which includes
goproximately $96 million dready committed by the ORMH, leaving about $40 million to fund the new
activities authorized by Congress. Dr. Ruffin commented that the chalenge in the next 2 yearswill beto
St priorities and to match the center's expanded authorities with its appropriation.

CLOSED PORTION OF THE MEETING

This portion of the meeting was closed to the public in accordance with the determination that it was
concerned with matters exempt from mandatory disclosure under Sections 552b(c)(4) and 552b(c)(6),
Title 5, U.S. Code and Section 10(d) of the Federal Advisory Committee Act, as amended (5 U.S.C.

Appendix 2).

There was adiscussion of procedures and policies regarding voting and confidentidity of application
materids, committee discussions, and recommendations. Members absented themselves from the mesting
during discussion of and voting on applications from their own indtitutions, or other gpplicationsin which
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there was a potentia conflict of interest, red or gpparent. Members were asked to Sgn a statement to this
effect.

X. REVIEW OF APPLICATIONS
Grant Review

The Council considered 467 applications requesting $135,166,070 in total costs. The Council
recommended 339 gpplications for atota cost of $83,937,241 (see Attachment 11).

ADJOURNMENT

The meeting was adjourned at 5:00 p.m. on January 22, 2001.
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